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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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Status 

1)09 Responsive to communication(s) filed on 25 September 2007 . 
2a)£><] This action is FINAL. 2b)D This action is non-final. 
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DETAILED ACTION 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6, 11-18 and 22-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mears (U.S. Patent No. 4,620,533) in view of Lin et al. (U.S. Patent 
No. 6,413,257). 

Mears discloses an implantable spinal connector comprising a clamp member 
(FIG. 12) having top and bottom portions that are connected to one another at a 
terminal end thereof such that the top and bottom portions are movable between an 
open position in which the top and bottom portions are spaced a distance apart from 
one another, and a closed position in which the clamp member is adapted to engage a 
spinal fixation element there between, the clamp member further including a bore 
extending through the top and bottom portions for receiving a locking mechanism for 
locking the top and bottom portions in the closed position, the bore in the bottom portion 
being internally threaded for mating with corresponding threads formed on at least a 
potion of the locking mechanism. The implantable spinal connector further comprising a 
recess formed between the top and bottom portions for seating a spinal fixation 
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element. The recess is formed adjacent to said terminal end for seating a spinal fixation 
element therein. The recess is formed in at least one of the inferior surface of the top 
portion and the superior surface of the bottom portion. The recess is formed in each of 
the inferior surface of the top portion and the superior surface of the bottom portion of 
the clamp member. The recess has a concave shape defines a substantially cylindrical 
recess when the clamp member is in the closed position. The top and bottom portions 
are biased to an open position such that a force greater than the biasing force must be 
applied to move the top and bottom portions to the closed position. The implantable 
spinal connector further comprises a locking mechanism (ref. #24) disposable through 
the bore and effective to lock the top and bottom portions in the closed position to retain 
a spinal fixation element there between. The locking mechanism comprises a fastening 
element having a head (at ref. #25) and a shaft, and wherein the bore formed in the top 
portion of the clamp member is adapted to freely rotatably receive the threaded shaft of 
the fastening element, and the other bore formed in the bottom portion is internally 
threaded to mate to threads formed on at least a portion of the shaft of the fastening 
element. The bore in the top portion of the clamp member is internally threaded for 
mating with corresponding threads formed on at least a portion of the shaft (Applicant is 
reminded that "top" and "bottom" are relative terms, and the device can be flipped 
upside, making the top the bottom and the bottom the top). The fastening element 
includes a flange formed there around (flange-like head portion at ref. #25) and adapted 
to at least temporarily mate the fastening element to a spinal anchoring device. The 
fastening element includes a mating element formed on a distal-most end thereof for 
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mating with a driver tool. The clamp member is formed from a material that allows the 
clamp member to deform around a spinal fixation element disposed between the top 
and bottom portions when the clamp member is locked in the closed position. An 
implantable spinal connector for mating a spinal fixation element to a spinal anchoring 
device comprising a clamp member having top and bottom portions that are connected 
to one another at a terminal end thereof such that the top and bottom portions are 
movable between an open position and a closed position; a recess formed between a 
superior surface of the top portion of the clamp member and an inferior surface of the 
bottom portion of the clamp member, the recess being adapted to seat a spinal fixation 
element therein; axially aligned, concentric bores extending through the top and bottom 
portions at a location spaced apart from the recess, the bores being configured to 
receive a locking mechanism for locking the top and bottom portions in the closed 
position; and a substantially planer inferior surface extending along the bottom portion 
of the clamp member (see bottom planar surface, or, flipping the device, the planar 
surface in which ref. #22 sits can be considered the substantially planer inferior surface 
extending along the bottom portion of the clamp member) and configured to engage a 
spinal fixation plate. At least one of the concentric bores includes threads formed 
therein. 

Mears discloses the claimed invention except for the superior and inferior 
surfaces of the top and bottom portions tapering away from each other toward the 
terminal end; and for the top and bottom portions are biased to a closed position (Mears 
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disclose top and bottom portions biased to an open position), and the threads formed on 
at least a portion of the shaft being left-handed threads. 

Lin et al. discloses a clamp with superior and inferior surfaces of the top and 
bottom portions tapering away from each other toward the terminal end (see FIG. 8) in 
order to increase the clamping force (col. 4, lines 20-25). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to construct the device of Mears with superior and inferior surfaces 
of the top and bottom portions tapering away from each other toward the terminal end in 
view of Lin et al. in order to increase the clamping force. 

Furthermore, regarding claims 17 and 25, it would have been an obvious matter 
of design choice to one skilled in the art at the time the invention was made to construct 
the threads formed on at least a portion of the shaft of Mears in view of Lin et al. being 
left-handed threads, since it is a configuration a person ordinary skill in the art would 
find obvious for the purpose of providing threads. In re Dailey and Eilers, 149 USPQ 47 
(1 966). Regarding claim 1 1 , it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to construct the top and bottom portions of 
Mears in view of Lin et al. being biased to a closed position, since it has been held that 
a mere reversal of the essential working parts of a device involves only routine skill in 
the art. In re Einstein, 8 USPQ 167. 
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Claims 1-6, 11-19 and 22-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Walulik (U.S. Patent No. 6,277,119) in view of Lin et al. (U.S. Patent 
No. 6,413,257). 

Walulik discloses an implantable spinal connector comprising a clamp member 
(FIG. 5c) having top and bottom portions that are connected to one another at a 
terminal end thereof such that the top and bottom portions are movable between an 
open position in which the top and bottom portions are spaced a distance apart from 
one another, and a closed position in which the clamp member is adapted to engage a 
spinal fixation element there between, the clamp member further including a bore 
extending through the top and bottom portions for receiving a locking mechanism for 
locking the top and bottom portions in the closed position, the bore in at least one of the 
top and bottom portions being internally threaded for mating with corresponding threads 
formed on at least a potion of the locking mechanism. The implantable spinal connector 
further comprising a recess formed between the top and bottom portions for seating a 
spinal fixation element. The recess is formed adjacent to said terminal end for seating a 
spinal fixation element therein. The recess is formed in at least one of the inferior 
surface of the top portion and the superior surface of the bottom portion. The recess is 
formed in each of the inferior surface of the top portion and the superior surface of the 
bottom portion of the clamp member. The recess has a concave shape defines a 
substantially cylindrical recess when the clamp member is in the closed position. The 
top and bottom portions are biased to an open position such that a force greater than 
the biasing force must be applied to move the top and bottom portions to the closed 
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position. The implantable spinal connector further comprises a locking mechanism 
disposable through the bore and effective to lock the top and bottom portions in the 
closed position to retain a spinal fixation element there between. The locking 
mechanism comprises a fastening element having a head and a shaft, and wherein one 
of the bore formed in the top portion and the bore formed in the bottom portion of the 
clamp member is adapted to freely rotatably receive the threaded shaft of the fastening 
element, and the other one of the bore formed in the top portion and the bore formed in 
the bottom portion is internally threaded to mate to threads formed on at least a portion 
of the shaft of the fastening element. The fastening element includes a flange formed 
there around and adapted to at least temporarily mate the fastening element to a spinal 
anchoring device. The bore in the top portion of the clamp member is internally 
threaded for mating with corresponding threads formed on at least a portion of the shaft. 
The fastening element includes a mating element formed on a distal-most end thereof 
for mating with a driver tool. The mating element comprises a socket. The clamp 
member is formed from a material that allows the clamp member to deform around a 
spinal fixation element disposed between the top and bottom portions when the clamp 
member is locked in the closed position. An implantable spinal connector for mating a 
spinal fixation element to a spinal anchoring device comprising a clamp member having 
top and bottom portions that are connected to one another at a terminal end thereof 
such that the top and bottom portions are movable between an open position and a 
closed position; a recess formed between a superior surface of the top portion of the 
clamp member and an inferior surface of the bottom portion of the clamp member, the 
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recess being adapted to seat a spinal fixation element therein; axially aligned, 
concentric bores extending through the top and bottom portions at a location spaced 
apart from the recess, the bores being configured to receive a locking mechanism for 
locking the top and bottom portions in the closed position; and a substantially planer 
inferior surface extending along the bottom portion of the clamp member and configured 
to engage a spinal fixation plate. At least one of the concentric bores includes threads 
formed therein. 

Walulik discloses the claimed invention except for the superior and inferior 
surfaces of the top and bottom portions tapering away from each other toward the 
terminal end; and the top and bottom portions are biased to a closed position (Walulik 
disclose top and bottom portions biased to an open position), and the threads formed on 
at least a portion of the shaft being left-handed threads. 

Lin et al. discloses a clamp with superior and inferior surfaces of the top and 
bottom portions tapering away from each other toward the terminal end (see FIG. 8) in 
order to increase the clamping force (col. 4, lines 20-25). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to construct the device of Walulik with superior and inferior 
surfaces of the top and bottom portions tapering away from each other toward the 
terminal end in view of Lin et al. in order to increase the clamping force. 

Furthermore, regarding claims 17 and 25, it would have been an obvious matter 
of design choice to one skilled in the art at the time the invention was made to construct 
the threads formed on at least a portion of the shaft of Walulik in view of Lin et al. being 
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left-handed threads, since it is a configuration a person ordinary skill in the art would 
find obvious for the purpose of providing threads. In re Dailey and Eilers, 149 USPQ 47 
(1 966). Regarding claim 1 1 , it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to construct the top and bottom portions of 
Walulik in view of Lin et al. being biased to a closed position, since it has been held that 
a mere reversal of the essential working parts of a device involves only routine skill in 
the art. In re Einstein, 8 USPQ 167. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained. from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




